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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 26 
October 2005 has been entered, as have the complying sets of claim and specification 
amendments filed 1 7 January 2006. 

2. Claims 1 , 5, 8, and 1 1 have been amended and are now under consideration. 
Claims 4, 7, and 9-10 remain withdrawn (see below). 

3. Any rejections not reiterated in this action have been withdrawn as being 
obviated by the amendment of the claims. This action is NON-FINAL. 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Election/Restriction 

5. It is again noted that claims 4, 7, and 9-10, and genes and combinations other 
than those elected (as noted in the prior Office action of April 8, 2004), are withdrawn 
from further consideration pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected 
invention, there being no allowable generic or linking claim. Applicant timely traversed 
the restriction (election) requirement in the Response of April 1 1 , 2003. 
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Claim Objections 

6. Claim 1 is objected to because of the following informalities: it is again noted that 
the claim (which now includes multiple steps) recites "comprising the step of rather 
than "comprising the steps of." Appropriate correction is required. 

Additionally, as claim 5 has been amended to add an additional step, it is 
suggested that the word "and" at the end of the "taking" step be deleted. 

Claim Rejections - 35 USC §112 

7. Claims 1, 5, 8, and 11 are rejected under 35 U.S.C. 112, first paragraph, for 
reasons set forth in the Office action of April 8, 2004. The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention commensurate in scope with these claims. 

As discussed in the Office action of April 8, 2004, it is unpredictable as to 
whether one of skill in the relevant art could use applicant's invention in a manner 
reasonably commensurate with the claims. Because Applicant's disclosure provides 
evidence that SREBP, cytochrome c oxidase subunit Vila, and stearoyl-CoA desaturase 
each exhibit decreased expression in adipose tissue of obese mice, one of skill in the 
art would reasonably consider decreased expression of these genes in adipose tissue 
as one factor useful in diagnosing obesity in mice. However, the specification does not 
include these genes among those disclosed in Table 3 as being associated with 
hyperglycemia and diabetic disease. It is further noted that the specification itself 
teaches that "only 10% of individuals who are obese are diabetic" (p. 2); accordingly, 
the teachings of the specification indicate that a gene exhibiting modified expression in 
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an obese individual might or might not exhibit a similar pattern of expression in a 
diabetic. Further, the specification does not provide evidence that determining the 
expression of any of these genes would allow one to determine a diagnosis for diabetes 
susceptibility, prognosis for obesity, diagnosis or prognosis for incipient obesity, or 
'transition from obese" to diabetic in any type of individual, or a diagnosis of obesity in 
any individuals other than mice. Thus, the teachings of the specification alone are 
insufficient to enable the use of the claimed invention, with the exception of obesity 
diagnosis in mice. Lacking guidance from the specification, one of skill in the art may 
look to the teachings of the art for further guidance and enablement of a claimed 
invention. However, in the instant case, the prior art is silent with respect to an 
association between expression levels of SREBP, cytochrome c oxidase subunit Vila, 
and stearoyl-CoA desaturase and diabetes or diabetes susceptibility, as well as obesity 
and the transition from obesity to diabetes. Given the high level of skill of one skilled in 
the relevant art, it is clearly within the ability of such an artisan to carry out further 
experimentation aimed at identifying such associations. However, the outcome of such 
further research cannot be predicted, and thus it is unknown as to whether any quantity 
of experimentation would be sufficient to enable the claimed invention. Thus, it would 
require undue experimentation to use applicant's invention in a manner reasonably 
commensurate with the instant claims. 

In response to the rejection, Applicants have merely reiterated their assertion that 
"the mouse model used in the data described in this patent application is a common 
accepted model to investigate insulin sensitivity and progression of diabetes." This 
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argument has been thoroughly considered but is not persuasive. As discussed in the 
prior Office action of May 24, 2005, while Applicants' response includes statements that 
the mouse models employed in the specification are "commonly used" models for 
diabetes and diabetes progression, Applicants have not provided any evidence that this 
is the case, or cited any prior art references establishing, e.g., that data obtained using 
their models correlates with findings in humans. In order to establish a broader scope 
of enablement, it would be necessary to, e.g., provide actual evidence that gene 
expression in the models used correlates with gene expression in humans; mere 
statements that a model is "commonly used" are not evidence. Further, the fact that it is 
well known that insulin resistance is related to diabetes or progression to diabetes does 
not establish a relationship between decreased expression of a group of genes in obese 
mice and the levels of expression of those same genes in diabetic mice, diabetic 
humans, etc. It is again noted that the genes of the claims were not included in Table 3 
of the specification (i.e., in the Table reciting genes associated with diabetic disease), 
and that the specification itself states that "only 10% of individuals who are obese are 
diabetic" (p. 2). Finally, while it may in fact be a "current belief in the art that a change 
in lipogenic capability in adipose tissues is indicative of a change to insulin resistance," 
it remains that Applicants have not provided evidence in any form that establishes an 
actual association between expression of the genes of the claims and diabetes 
susceptibility, prognosis, predisposition, etc. Thus, Applicants' arguments are not 
persuasive, and this rejection is maintained . 
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8. Claims 1 , 5, 8 and 1 1 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Applicants' statement (at page 6 of the Remarks of both 24 October 2005 and 17 
January 2006) that "It is believed that the changes to the claims" made by Applicants' 
amendment "fully and completely address" the rejections of record under this paragraph 
is noted. However, the claims remain indefinite for the reasons set forth below (which 
constitute both new rejections necessitated by Applicants' amendments and rejections 
already of record that were not fully addressed by Applicants' amendments). 

Claim 1 is indefinite because it is unclear whether the claim requires the 
determination of the expression pattern of "any of the" three genes of the claim (as 
stated in the "determining" step), or whether one must determine the expression pattern 
of all of the genes, as suggested by the recitation in the "diagnosing" step that an 
individual is considered susceptible to diabetes if "the expression of all of these genes is 
decreased." It is not clear how the "determining" step as presently written relates to or 
would allow one to carry out the "diagnosing" step as written. Clarification is required. 

Similarly, claim 5 is indefinite because it is unclear whether the claim requires the 
determination of the expression pattern of one of the three genes of the claim (as stated 
in the "determining" step), or whether one must determine the expression pattern of all 
of the genes, as suggested by the recitation in the "considering" step that an individual 
is considered predisposed to diabetes if "the expression pattern of all of the genes is 
decreased." It is not clear how the "determining" step as presently written relates to or 
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would allow one to carry out the "considering" step as written. It is further noted that the 
term "considering" is vague and indefinite. The claim is drawn to a method "for the 
diagnosis of predisposition to diabetes," and it is not clear whether the term 
"considering" constitutes a synonym for "diagnosing," or whether this language is more 
broad, such that the claim might encompass, e.g., mere thought processes, as opposed 
to an actual step of "diagnosing." Clarification is required. 

Claim 8 remains indefinite over the recitation of the limitation "the decreased 
level of expression" because there is insufficient antecedent basis for this limitation in 
the claim. 

Claim 1 1 is indefinite because it is unclear whether the claim requires the 
determination of the expression pattern of one of the three genes of the claim (as stated 
in the "determining" step), or whether one must determine the expression pattern of all 
of the genes, as suggested by the recitation "a decrease in expression of all of those 
genes... .being associated with the transition from obese to diabetic." Further, it is not 
clear how determining a "decrease in expression... . associated with the transition from 
obese to diabetic" relates to the preamble of the claim, which recites a method "for the 
diagnosis or prognosis of obesity, incipient obesity, or the transition from obese to 
diabetic." It appears that the steps of the claim merely result in determination of a 
decrease "associated with the transition from obese to diabetic," rather than achieving 
the objectives set forth in the claim preamble. Thus, clarification with regard to how the 
steps of the claim achieve the objective thereof is also required. 

Conclusion 



Application/Control Number: 09/955,367 



Page 8 



Art Unit: 1634 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diana B. Johannsen whose telephone number is 
571/272-0744. The examiner can normally be reached on Monday and Thursday, 7:30 
am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W. Gary Jones can be reached at 571/272-0745. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). , 




Diana B. Jofterinsen 
Primary Examiner 
Art Unit 1634 



